GEDEON Ry CHTER

CERTIFICATE OF COMPLIANCE

SN—

Name of the product:

[ Drovelis

Dosage fi orm;
| Strengtlvpotency:

| film-coated tablet

| Estetro] 14,2 - mg/ Drospirenone 3 mgdnd placebg

‘Jr Package size and type: MMM__ i Ix24+4blister

| Batch number; Z41327A T
fEM«an Hacturing date: | 012024 -
S [TF 7 B— ”

Quantity of finish produyet . 6 696 boxes

i Importing country: | Ukraine -~

Marketing enﬂ:hor.i@_fjigg wl}iiﬂ ber:
Name of the MAH: ,
Address:

JUAORBIOT/0T

Ged
Cybmresi it 1921, Budapest, 1103, Hungary

Name of the bulk

Drospirenone 3 mg/ Estetrol 14.0 my ﬁlm-ét;xted tablet

Qatch number

[ T42119

Manufucturing site

Gedeon Richter Ple.

L Address:

Gydmrdi gt 19-21 Budapest, 1103, Hunsary

FU-M-RICH

| Authorisation number:
Certificate of GMP compliance;

OGYE20786-7/2022

Name of the bulk

Placebo film-coated tablots . ]

Batch number

T41613

Manufacturing site

Gedeon Richter Ple.

Address:

GyBmrdi it 19-21., Budapest, 1103, Hungary |

Authorisation number:

HU-M-RICH |

| Certificate of GMP complince:

QGYEL/20786-7/2022

'LPackaging site

Gedeon Richter Pl

E Address:

Gybdmrbiit 19-21., Budapest, 1103, Hungary

_ Authorisation number-

HU-M-RICH

Certificate of GMP compliance:

OGYEI20786-7/2022

Release site

Gedeon Richter Plc

Address

GySmrdi 0t 19-21., Budapest, | 103, Hungary

A.uthorisatio_n number;

HU-M-RICH

Certificate of GMP compliance:

OGYEI20786-7/2022

I'hereby certify that the above information is authentic and accurate. This bateh of product has been
manufactured, including bulk packaging and qugiity control at t
with the GMP requirements of the European Union and the
packaging and analysis records have been reviewed

1¢ above-mentioned site(s) in full gompliance
Quality Agreement. The batch processing, bulk
and found to be in compliance with GMP,

Results of analysis:

CoA

Remarks:

‘Released by

Date of release: 04.04,2024
Date of issue: 04.04.2024

Fleadauasters: P 103 Budapest, Gyéaudi e 19, L,k

arifieation of vommvents op thisce

catecan be sent tor certificate_complaint@richterhy

. - . 7
Jor s o OOV B ctryes L



GEDEON RICHTER

CERTIFICATE OF ANALYSIS

Name of the product:

Drovelis® 3 mp/14.2 mg

Dosage form:

{tm-coated tablets

Strength/potency:

Drospirenone 3 mg/ Estetrol 14.2 mg/ placebo

Batclh number: ZA1327A
Manufacturing date: 01 2024
Expiry date 012028
rESTs , o ACC?PTANFECR&ERIA" 0 ” m‘wms :
Pink, round, bxconve\ilim coated tab!et wuh @ (dmp} shapcd confox ms
‘ ; engraving on one side,
AVERAGE MASS

0790 »6.0870 g

Estetrol and dm@pmnone

Identical, tested with HPLC in house method

conforms

RELATED SUBSTANCES ~

Idennca tustcd w sth DAD in house mcthod

conforms

( oxo~w£cuol
9, Li-didehydro-estetrol not more than 0,5%
3-hydroxy-15,16-dioxo-estratriene not more than 0.5%
any other individual degradation product of estetrol origin

not more than 0.2%
total degradation products of estetrol origin

not more than 2.0%
17-epi-drospirenone (Ph. Eur. Impurity E)

not more than 1,0%
any othez individual degradation product of drospirenone origin
not more than (4,5%

total dwmdatmn products of drospirenone origin
ot m

MICROBIOLOGICAL PURI

not more than 0.5% <0,03%

<0.05%
<(.03%

<(.,05%
<0.05%
<0.03%

<0.03%

<0.03%

{periodic test)
not more than 1000 CFU/g <10 CFU/g
Total yeasts and moulds count (TYMC):
not more than 100 CFU/g <10 CFU/g
Absonoe foschumhm coh (1 g) conmmw
Estetrol 14507 mg ” mm ccmtui mbm m 49~ 9 mg) h 430 mgﬂb
95.0 - 0‘5 0% 99.3%
Drospirenone 3.000 mg / film-coated tablet {2.850 - 3.150 m 2) 2.980 mg/fibl,
95.0-105.0% 99.3%
HE

Headguarters: H- 11073 Budapest, Gydomrai gy

Notifization of vomments

Chersicat Works of Gedeon Richter Ple.
1921, Hungary » Pos
[

o this eotifies

'ri'i'f*ihxd'!pwf 10, VL 27, Hungaey » Plone:

31314000



GEDEON RICHTER

CERTIFICATE OF ANALYSIS

Neme of the product: Dirovelis® 3 mg/i4.2 mp
Dosage form: film-coated tablets
Strength/potency: Drospirenone 3 mg/ Estetrol 14.2 mg! placebo
Batch number: IZ41327A
Manufacturing date: 012024
Expiry date; 012028 }
TESTS __ |ACCEPTANCE CRITERIA . S ' . TRESULAS
Hstotrol Not less than 80 % (Q) of the active substance dissolves 04%
in 15 minutes,
Drospirenone INot less than 80 % (Q) of the active substance digsolves 102%
in 30 minutes.
[ﬁNIF()R?\rﬂTY'OF'DOSAGE UNITS P
iActive substance -Content Acceptance value (AV) < L] (n=10)or
uniformity (CU) Acceplance value (AV) < L1 (n=30), and in this case
| minimum > (112 x 0.01)M,
maximum < (1 + L2 x 0.0DM, where L] = 150, 12=2540
Estetrol AV= 3.0

Drospirenone  AV=4.9

The quality of the product conforms to the specification: No. 5-01667-Q1.41-01

[ 2/3 I

Hreadguastess 1103 Bucapmeat, Gulonsdl nn 1821, § tongay v | BEPS Budapet O M 271 begaee s Plonies =35 1131 4000

Notification of vempents on thiseoprt an be sent tor ("m‘!iﬁn’.uvw,('onm!ninlfo)richtt,’rllu



GEDEON Ricy TER

CERTIFICATE OF ANALYSIS

/@i’i‘ ¢ of the product: Drovelis™ 3 mg/14.2 mg - ]
Dosage form: o [film-coated tablogs - : |
Stren gth/potency: Drospi renone I m gl E:i{citrgl_l 4.2 mg/ placebo B e )
Batch number: c41327A T
}Mzgggrfaciuring date: 012024 -
Expiry date: 012028 e

N PPlacebo film-coated tablets

TESTS e CRPTANGE CRITERIA 77
CHARACTERS — 8

White to offwhite x‘bund, biconvex ﬁim-coatéd tablet,
with @ {drop)-shaped ngraving on o

00790 - 0.0870

side,

documentation of
estetrol monohydrate weighing, If necessary, the absence of active substances can be proved
by the referred analytical method,

!
Absence of active substance It is not tested, release can be performed based on the documentation of L

It is not tested, release can be performed based on the

rospirenone weighing. If necessary, the absence of active substances can be proved
by 1

-

he referred analytical method.

MICROBIOLOGICAL Pt
(periodic test)

Total éérob':c micrabial count (TAMC):

s not more than 1000 CFU/g <10 CFU/g
] .

Total yeasts and moulds count (T YMC): .

; ’ not more than 100 CFU/g <10 CFU/g
: Absence of Escherichia coli (1 g) . conforms

DISINTEGRATION

2 min,

Inat more than 15 min
!

The quality of the product conforms to the specification: No. 5-01668-Q1-01-01
‘ e

roved by
Date: 04.04.2024 Approve

Chesicsd Works of Gadeon Richter Ple,

I . b yaaras 3 i -
Headkparters Ho HOS Budapest, Oydedl a1 1021, Hungay » &
i

Notifieation of commsents on this cprti



